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Thi$ gui&uce document ~ej~es&s the current 
thinking 0~2 &is topic. lt d&s vsot create or co~#f& any &gh& fo? o$ m aj~kygersan and does 
not operate to bind FDd or the ~ab~~~. You caB use an -a~te~~~~~~ a~~~~uc~ sifthe approach 
satisf&zs the requirements of the ~n~~~~~l~~~~. ~If p&want to discuss an 
alternative approach, contact the ~e~~ans~b~e~~r i~~~~e~~~~, this guidance 
document. Ifyou cannot piate call$he 

1. Introduction 
This guidance document was developed as ‘a. special control ~~~~~,dQcurne~t to support the 
classification of the low energy ultr~o~~.wo~d cleaner into class3 (special controls). The 
device is intended for the cleaning and rn~i~t~n~oe de~~dern~~t~of wounds. This guidance 
document is issued in conjunction with a Federal Register r#zice ~o~c~~g the classification of 
the low energy ultrasound wound, cleaner. 

Following the effective date of the final rule classifying the clevioe,-any Cm submitting a 5 10(k) 
for a low energy ultrasound wound cleaner will need to @dress ,me ~~s~es~cov~red in the special 
control guidance document. However, the f’rrrn need only. show that its device meets the 
recommendations of the guidance document or in some other way ,~rovid~~~e~u~valent assurances 
of safety and effectiveness. 

The issues identified in this ~uid~ce’duc~~t represent those that we believe need to be 
addressed. before your device can be marketed. In d~~elo~~~~ the gui document, we 
carefully considered the relevant statutory criteria foK Agency d~c~~~~-m~ing. We also 
considered the burden that may be incurred in your attempt to. follow the guidance and address 
the issues we have identified, We believe that W& have considered the least burdensome 
approach to resolving the issues presented i,& the guidance doc~~~t~ ‘If, however, you believe 
that there is a less burdensome way to address the issues,~ you should fol1o.w the procedures 
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outlined in the guidance,, A SIB st&d Approach tQ ~~~~~v~~ Least ~rdens~me Issues, 
htt~://~w.fda,gov/cdrh;lmodaculea~~densome.htmlr 

FDA’s guidance documents, including this guidance document, do not establish legally 
enforceable responsibilities. Instead, guid+ce documents describe the Agency’s current thinking 
on a topic and should be vieved only as recommendations, ~ess,s~~i~~ regulatory or statutory 
requirements are cited. The useof the word should in Agency guidance: d&uments means that 
something is suggested or recommended, but not required. 

2. Background 
FDA believes that special controls, when ~~mb~n~ with .the general controls, will be 
sufficient to provide reasonable assurande of the safety and effe+iveness of,the low energy 
ultrasound wound cleaner. Thus, a manufa&rer who mtends to market a &vice of this 
generic type should (1) conform to the gem&al controls ofthe-,~~d~r~~ Food; -Drug & 
Cosmetic Act (the act), including the premarket izat~fication,requ~~~rn~nt~ described in 2 1 
CFR 807 Subpart E, (2) address tbe’specifii-ic risks to health associated with the low energy 
ultrasound wound cleaner identified in this guidance, a&(3) obtama ~ubs~~tial equivalence 
determination from FDA prior to maketing the device. (See also 2 I CFR 

This special control guidance document ide,ntifies the classifi$ation regulation and product code 
for the low energy ultrasound wound cleaner (Please refer to ~~~~~~ “4, Setipei). In addition, other 
sections of this special control guidance document list the-risks to health ~d~~l~~ed by FDA and 
describe measures that, if followe$ by mannfacturers ~d’~ornb~~d with the general controls, will 
generally address the risks associated with these’:ow energy. ~~~~~d wound cleaners and lead 
to a timely 5 I O(k) review. This document supplements other FDA documents regarding the 
specific content requirements of a premarket notification submission. You should also refer to 2 1 
CFR 807.87 and “How to Prepare a 51cI&j Submission” tin l$M*Device Advice at 
httr,://www.fda.gov/cdrh/devadvice/? 14:html. 

As described in the guidance entitled, The New 510(k) P~r,?d~~rn 6 Alte te Approaches to 
Demonstrating Substantial Eq~i~al~~~~~~ Prbmarket ‘~o~~~~at~~~~; Final Guidance, 
httn://www.fda.gov/cdrh/ode/narad5 1 O,html, a mantia&urer may submit a Traditional 5 1 O(k) or 
has the option of submitting either an Abbreviated’5 1 O(k) or a $pec@l510 , FDA believes an 
Abbreviated 5 1 O(k) provides the least burdensome means of demo~~atin~,~ub~~tial 
equivalence for a new device, particularly once FDA issues a class.IT speci$l controls guidance 
document. Manufacturers considering ee@ain modifications ta’their own cleared devices may 
lessen the regulatory burden by subduing it Special 5 1 O(k). 
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3, The Content iand; at sfan.A 
Submission 

An Abbreviated 5 1 O(k) submission must include the requned elements. ide~ti~ed in 2 1 CFR 
807.87, including the proposed la,beling for the device sufficient ~~~d~s~rib~ the device, its 
intended use, and the directions for its use. In an Abbreviated 5 I o‘(k), FQA may consider the 
contents of a summary report to be .appropriate supporting data within the meaning of 2 1 CFR 
807.87(f) or (g); therefore, we reconxmend ,&at you include a snrnn-nny report. The report should 
describe how this special control ~id~ce,doc~~nt was used during the device development 
and testing and should briefly describe the methods or tests used and a s~.~ of the test data 
or description of the.acceptance criteria applied to address the r~k~~i~~ti~~d in this document, 
as well as any additional risks speci& to your device. This section suggests information to fulfill 
some of the requirements of section 80737 as well as some other items that we recommend you 
include in an Abbreviated 5 1 O(k). 

Coversheet 
The coversheet should promi~en~y identifl the submission ,as an .Abbr~iated 5 1 O(k). and cite 
the title of this special controls guidance document. 

Proposed labeling 
Proposed labeling should be sufficient to describe the device, its intended use, and the 
directions for its use. (Please refer to, S&ion 11. La~e~g,f~~ specific information that 
should be included in the labeling for devices of the types cdver&i by this guidance 
document.) 

Summlary report 
We recommend that the summary report contain: 

Description of the device asd itg ~~te~d~d use 
We recommend that you describe the performance spe~j~~a~ions and, .when appropriate, 
include detailed, labeled drawings ofthe device. You should also submit an ‘indications 
for use” enclosure. ’ 

Description of device desig~,re~~~e~~~ts 
We recommend that you include a brief descxiption of the device design requirements. 

’ Refer to h~~)://~.fda~~ov/c~~ode/in~~ate.html for the reca~~~d~d’fo~at. 
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Identificatfion of the risk analysis -m&had 
We recommend that you identify the risk analysis ~rne~od~s~ you used. to assess the risk 
profile, in general, as well as the specific device’s design zmd the results of this analysis. 
(Please refer to Section 5. @&I& to Health for the risks to health generally associated 
with the use of this device that FDA has identified.) 

Discussion of the devic~.c~aract~~istics 
We recommend that you discuss the device ch~ac~~isti~s”~a~ address the risks identified 
in this class II special controls ce document; as well asany additional risks 
identified in your risk analysis. 

Description of the ~rf~~rna~ce aspects 
We recommend that you include & brief description of the test rne~~d~s) you have used 
or intend to.use to address each performance aspect identi.f.Ied+ ~~~ti~~s 6-10 of this 
class I special controls guid&ce document: If you follow a suggested~est method, you 
may cite the method rather than describing it, If you modify a suggested test method, you 
may cite the method but should provide s,ufGcient informaucn to ex@ain the nature of 
and reason for the modification. For each test, you may. either (1) briefly present the data 
resulting from the test in clear .and concise form, such as a -table, o~f2) describe the 
acceptance criteria that you will apply to ,your test results.! (See al& 21 CFR 820.30, 
Subpart C - Design Controls for the, Quality Sys~~m,Re~atio~,) 

Reliance on standards 

If you choose to rely on a recognized stan+rd for any part of the device design or testing, 
you may include either a: 

@  statement.that testing will be conducted and meet specified acceptance criteria 
before the device is marketed; or 

. declaration of.conformity to the‘standard? 

2 If FDA makes a substantial. equivalence d~~e~natio~ bwed on, a~~ept~~e criteria, the subject 
device should be tested and shownto meet these acceptance crit+a.before being introduced into 
inters&e commerce. If the finished--device does not meets the ac~~~~~ c&&a and, thus, 
differs from the device described in the cleared 5 l’?(k); FDA r~eo~~~nds that submitters apply 
the same criteria used to assess modifications to legally m$keted devices (21 CFR 807.8 l(a)(3)) 
to determine whether marketing of the finished device requires clearance of a new 5 1 O(k). 

3 See Required Elements for a Declaration of Conformity to a Recognized Standard (Screening 
Checklist for All Premarket Motifxation [S 10(K)] Submissions), 
h~p://~.fda.~ov/cdr~ode/r~qr~c~t~d~html. 



Because a declaration of cor$orn&y is based on results -,~~rn.~~sti~~~ we believe you 
cannot properly submit a declaration of conformity until you h&vezompleted the testing 
the standard describes. For more ,~~fo~~tion, please refer to section 5 14(c)(l)(B) of the 
act and the FDA guidance, Use.of ~~~n~~.~ds in $~b~~~rxdi~~~lEqu~~~~~~~ 
Determinatiory; h~://~.fda;nov~cd~~odeln~i~ce/l 13 1 .&ml. I 

If it is not clear how you have addressed the,.risks identified by PDA or ad~tio~I risks identified 
through your risk analysis, we ma,y request additional infermation about aspects of the device’s 
performance characteristics. We may also request additional ,i~o~~tion,i~we need it to assess 
the adequacy of your acceptance criteria. (Under 2 1 CFR 807; 87(l)r we. may request any 
additional information that is necessary to reach a dete~in~~~~ r~~~d~~g substantial 
equivalence.) 

As an alternative to submitting an Abbreviated 5 1 O(k), you can submit a Traditional 5 10(k) that 
provides all of the information and data required under 2 I CFR 807.8’7 and Ldescribed in this 
guidance. A Traditional 5 1 O(k) should include all of your methods, data, a~eeptance criteria, and 
conclusions. Manufacturers considering certain modi~~a~io~~s to’their 6w.n cleared devices 
should consider submitting Special 5 1 O(k)s. 

The general discussion above appiies to any device subjea to a special controls guidance 
document. The following is a s cific discussion of how”you should aRpIy this sp‘ecial controls 
guidance document to a 510(k) for a low energy ultrasound wound cleamx device. 

4. Scope 

The scope of this guidancedocument is limited to the device described under 21 CFR 878.4410, 
class II, product code NRB. 

Section 878.4410 Low Energy I.,Jltrasound Wound Cleaner. 

A low energy ultrasound :wound cleaner uses ultrasound energy to vaporize a fluid and 
generate a mist that is used for the cleamng and mainten~ce ~~~~rn~t,of wounds. Low 
levels of ultrasound energy may be carried t& the woun&by the saline mfst. 

5. Risks to He&h 
In the table below, FDA has identified the ‘rif;ks to heal& that m+xy be associated with the use of 
the low energy ultrasound wound cleaner and the measures recommended to mitigate these risks. 
You should also conduct a risk analysis, pri?r to submitting your promarket notification, to 
identify any other risks specific to your device and submitthe results oft& analysis. The 51 O(k) 
should describe the risk analysis method, ,If you elect to use an alternative approach to address a ’ 



particular risk identified in this kiddie document, or have id~~~i~~d risks additional to those in 
the guidance,, you should provide sufficient detail to support the approach you have used to 
address that risk. 

In general, for devices of this kind, we rec~~rn~n~ that you assess ~le~~o~~eti~ compatibility 
(EMC). EMC encompasses both omission (interference with other ~l~ct~o~i~ devices) and 
immunity (resistance to interference with the performance of the device, created by emissions 
from other electronic devices). 

EMC testing should demonstrate that the ,device will not adversely +erf&e with the performance 
of other electronic devices, shch 8s active implantable devices, e.g., ~ac~rn~~rs and 
defibrillators., Testing should include,radio frequency (RI?) el~o~orna~~~~~, low frequency 
magnetic, and conducted emissions, 

EMC testing should also demonstrate that the device will perform asexpected. in the presence of 
other electrical and electroni;c devices or other sources of ~l~~~ornagneti~ disturbance (EMD) in 
the intended environment of use (immunity). The device should operate in an acceptable manner 
(few EMC standards require ‘operation within specification) during and after exposure to various 
forms of electromagnetic disturbance. 

We also recommend that you document me results in your design history file as a part of the 
Quality Systems Requirements (21 CFR 820.30). 

6. Performance C ~r~C~~r~~~~S 

We recommend that you provide the following acoustic chara&eristics of your device: 

0 the level of airborne ~l~~o~d’e~~~~y generated by the device, its spatial characteristics; 
and the potential of exposure of the patient or the Qperator to unwanted acouktic energy 

0 the level of ultrasound energy transmitted to the patient and the effeets,of the distance of 
the applicator from the wound 
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0 the variability in the field from device to,~ev~ce.~d.~e rn~~rn~ level expected from 
: manufacturing, given the sample variability. 

We also recommend that you demopstrate the wound cleaning pe~~rrn~~~,~~ use of the device 
in animal wounds. Using the procedures recommended in the devjce labeling, the device should 
remove most of the charcoal from wounds sprayed with graphite. 

We also recommend that you de,monstrate bacterial removal in animal. wounds sprayed with 
typical wound organisms such as ~~~~~~~~~~ aeruginusa. Daily ~~~~~~~~ should result. in the 
reduction of bacteria by at least 3. logs after 7 daily treatments. We retimrnend that you use 
pulsatile lavage and no washing as, Controls. 

We recomnxnd that you demonstrate that~ the mist and the u~~~o~d ene 
required for optimal healing., We believe &at m&could be acc~rnp~is~~~ 

do not destroy cells 
using a clinical or 

an animal wound healing-model. For example, swme wound models &low you ti make shallow 
wounds with microtomes and measure the time required for c~mplet: ~-e~~t~e~ia~~zation 
compared with control wounds washed and debr~ded,s~gic~ly. We recommend that you 
document the re-epithehalization histologically. 

FDA will rely upon well-designed bench +/or animal test ratj&-, than r?quiring clinical 
studies for a low energy ultrasound wound .cleaner,. unless. there is a specific rationale for asking 
for clinical irrformation to support a determination of sub&&al eq%valenoe. For most low 
energy ultrasound wound cleaners, a,clinic& study may not be- necessary to support a substantial 
equivalence determination, However, we may recommeng that you c%&ject &mica1 data for a low 
energy ultrasound wound cleaner with ani one.of the following: 

. mechanical testing results that do not compare favo~~y to. the test of the predicate 
device 

. indications for use dissimilar from low energy ultrasound waft c-leaners of the same 
me 

e design dissimilar from any design previously cleared under a prema&@ notification 

+ new technolugy3 i.e., technology different from that used-in legally marketed low energy 
ultrasound wound cleaner. 

FDA will always consider alternatives to clin@xl testing when the proposed ahernatives are 
supported. by an adequate scientific rationale. . 



8. Electrical Safety 
We recommend that you evaluate the electtic safety of your device;- as ~&l-as its ability to 
function after exposure to environmental ~?ndliug hazards. Wi reckmmend t-hat you evaluate 
your device according to one QP make of the following standards: 

o International Electrochemical Commission (IEC)~6060~1-1 deduct Electrical Equipment 
- Part 1: General Requirements for Safety 

0 Underwriters Laboratory (UL) 260 1- 1. Amendment 1 Medical Electrical Equipment: 
General requirements for safety. 

0 American National Standards Institute (~SI)/AA~I ES-1 Safe Current Limits for 
Electromedical Apparatus. 

The features and design of your device and accessories will d~term~e which of the above 
standards you should use and whether other ‘standwds may be appropriate in addition to, or in 
place of, these. The Plastic and Reconstructive Surgery ~evi~e-~r~~h is available to discuss 
which standards are appropriate for a partic$ar device design. 

9. Bio~~~pat~~ility 
There is no significant contact between the, patient and the device. ,H.owevex9 the applicator may 
contact the wound for short periods, and the mist may carry Ieach~bl~ components from the 
applicator to the wound. Therefore, we recommend that you ,ev~u~t~ the b~o~ompatibil~~ of the 
applicator as described in the International Standard Org~iz~at~on-(~S,~) stamlard ISI-1 0993, 
Biological Evaluation of Medical Devices Part 1: Evaluation and Testing. If identical materials 
and identical material processing.ke used in a predicate with the same type and. duration 
of patient contact, you may identify the predicate device in lieu o~p~fo~i~g,b~ocompatibility 
testing. 

10. SteriMy 
FDA recommends that you address.sterilization &formation described in the Updated 510(k) 
Sterility Review Guidance KW-1; Final uidanw for Ind~$t~ atid 
httl)://www,fda.~ov/cdr~ode/~u~~c~M361~~tml. The devic~,s~Quld be sterile with 8 sterility 
assurance level (SAL) of 1 x 10”. (Far EQ-sterilized devices,.please also see Use of 
Interyational Standard ISO-HNW#, ~iol~~ica~ ~va~uat~o~ ~f~~dical I@tiices~Part-I: 
Evaluation and Testing, ht~://Tnnyw.~da,~~v~cd~lFE;95 I .html.) 
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11. Labeling 
Your 5 1 O(k) submission shouId include 1 ling in sufficient detail to s&s& the requirements of 
21 CFR 807.87(e). The following suggestions are aimed at as@sti~g you in, preparing labeling 
that satisfies the requirements of 21 CFR Part 801: 

Directions for use 

As a prescription device, under 21 CFR- 802.109, the device is exempt from having adequate 
directions for lay use. J+4everth&ps, under 21‘%3?R 867.87(e), wt? r&o nd submitting clear 
and concise instructions that delineate the te&nolo~gical features of the specific device and how 
the device is to be used on p&ems. For ,example, we recompd that your labeling describe the 
distance between the applicator and the wound and, where applicable, power setting 
appropriate for patient safety th& provi&s effective cleaning. 

4 Although fmal labeling is not required for 510(k) clearance, final lab~li~~~~st comply with the 
requirements of 2 I CFR Part 80 1 before a medical device is introduced into interstate commerce. 
In addition, final labeling for prescription medical devices must comply v&h 2 1 CFR 80 1.109. 
Labeling recommendations in this guidance document are consistent with the requirements of 
part 801. 


